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1. HME HA JIEKAPCTBEHHS ITPOJIYKT 15 06,2021

CTPEIICWIC ME/]l 1 JIMUMOH 1,2 mg/ 0,6 mg Ta6.1eTKH 3a cMy4eHe
STREPSIS HONEY AND LEMON 1,2 mg/ 0,6 mg lozenges

2. KAYECTBEH H KOJTHYUECTBEH U CbCTAB

Bceska Tabnerka 3a cMyyeHe ChaAbpkKa:

AKTHBHH BelIECTBA:

Ammunmerakpeson (Amylmetacresol) 0,6 mg
2,4-Tnxnopbenzunos ankoxon (2,4-Dichlorobenzyl alcohol) 1,2 mg

[ToMOLIHK BelecTBa C M3BECTHO JeHCTBHE 3a eHa TabJieTKa 3a CMy4eHe:
[Twenn4HO HUWECTe (Chabpkamo rayTeH): Enqna Tabnerka 3a cMydeHe chabpka He noseue ot 19,52 pg

TITyTEH.
Harpuii: no-manko ot 23 mg (1 mmol)

I'moko3a: 976 mg

3axapoza: 1441 mg

HWuBeprHa 3axap (men): 100,9 mg

Cynduru — cunuumes quokena (E 220): 0,125 ppm

Apomath, ceabpxamy aneprend (JlumoHoBo macno ceaepxka Llurtpan, Iepanwon, d-JlumoneH u
Jlunanoon; MenToeo macno cbabpxka d-JInMoHeH)

bytumxunpoxkcuanuszon (E 320)

3a MBJIHKMA CHCTAB Ha MOMOLIHHTE BELIECTBA, BHIKTE TOUKa 6.1,
3. JEKAPCTBEHA ®OPMA
TaGnerka 3a cmyuyene.

JKbaTo ousereHa oBanHa TabneTka 3a CMy4YeHe ¢ BKYC Ha Me M JIAMOH M OTIEYaTaHo JIOro OT JIBeTe
CTpaHH.

4. KIUHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHH

3a caMOCTOATENIHO CHMMNTOMATHYHO JICYCHHE HJIK B KOMIUIEKCHAaTa Tepanvs Ha HH@CKHHO:‘IHO-
BB3NATHTEIHH 3a00/15BaHHs HA YCTHATa KyXHHA (CTOMATHTH, DapHHTHTH, JIADHHTHUTH).

4.2. Jlo3npoBKa H HAYHH HA NPHJIOXKEHHE:
Jdo3upoBka

Ha ce wsnonsBa Haii-HuckaTa e(eKTHBHA f103a 3a Hal-KpaThK MEPHOA OT Bpeme HeoOXoauM 3a
obniekyaBaHe Ha CHMIITOMMTE.

Bb3pacTHH H Aena Hajx 6 roqunN:
IIpenopwuBanara 103a e eqHa Tabnerka npes 2 — 3 yaca; TaGneTKUTe 3a CMy4eHg/Ce Q&;%Myn Ta 10
MBJIHOTO HM pa3TBapsHe. § )



Jla He ce npeBHIIaBa NpenopHYBAHATA 1032 (MaKCHMYM 8 TabneTxH 3a cMyueHe 3a 24 uaca).

3a ma ce m3berHe pucka ot 3anapsne, Crpencinc Men u JInmon ce npuiara caMo HpH Aeria, KOWTO MOTAT
Ge3 Han3op Ja 3axBpkaT TabNeTKATA 32 CMydeHe B YCTaTa JIOKATO T4 ce pa3TBapa 6aeHo.

Heua nox 6 roqamua BLIPACT: ,
To3u NpoAYKT € MpOTHROMOKA3AH NPH Aena noj 6 roAumHa Bb3pact (Bux T.4.3).

TlanpenTH B CTAPYECKS BL3PACT
IIps naxMeHTH B cTap4ecka BPB3PACT He € HeOOXOAMMO Ja ¢¢ HAMAJIABA A03aTa.

JleyenneTo He TpaGBa Aa MPONB/DKABA TIOBEYE OT 5 AHH, THi KATO MOXKe A8 [OBEAC N0 AHcOanaHC Ha
ycTHaTa MEKpoGHa ¢utopa B puCK 0T Daxrepuanta uiH re6raHa undeximsa.

Hausn HR DpHACKEHHRE
Opomyxko3no npunoxenne. Tabaerkure 3a CMydeHe ¢€ OCTaBAT B YCTATA IO ITRIHOTO HM PasTBapaHe; Aa
HE Ce JbBYAT HIH NOITBLINAT LEM; 22 e IPHEMaT MEXKAY XPaHSHHATA.

KaxTo npn apyrs nono6H\ 1eKapCTBEHH MPOAYKTH, NALMEHTHTE TpA0Ba 13 ¢¢ MHCTPYKTHpAT A CMEHAT
NO3MLHATA Ha TableTxHTe 38 CMYyUeHE BBB BRTPEITHOCTTA HA YCTATA IO TEXHOTO PasTRapsHE 32 Aa ce
H36erse pUCKa OT JIOKAIHO ApA3HEHE.

4.3. IIpoTHBONOKAZARAS

CBPBXTYBCTBHTETHOCT KbM AMHIIMETaxpe3ol, 2,4-{uxsopOeHswion ankoXon WiH KbM HAKOE OT
MOMOIIHNTE BEIIECTRA MOCOYeHH B T.6.1.

Jlena noa 6 roAMIIMA BH3PACT.
4.4 CnenBa/IHE NpeAynpexIeHAN B NpeANA3NE MEPKH NPH ynoTpeda.

AKO CHMITTOMHTE NMPOXRDKABAT [I0BEYE OT 5 AHH HITH C€ NIOABAT HOBH CHMITTOMH, A C€ NPEOLECHH
AUArHO3ATA H TOPAITHATA.

Coe HYHH 34 jie HHA CHHI,

Topa neKkapcTBO CHABPKA CHBCEM MAIKH KOJIHMECTBA IIyTeH (0T NiNeHHYHo HumiecTe), CuMTa ce, u4¢ ¢
»0€3 TITyTeH" M € MAJIKO BEPOATHO /]2 MPeAM3BHKBA NPOGIEMH aKO HMATE ITbOIHAKHSA,

AKO HMaTe aeprud KbM IIeHALA (KOeTo € PazIHYHO OT UBONHAKHA), Bre e Tpa0Ba aa npuemare ToBa
JIeKapCTBO.

Topa nexkapcTBO ChABPAKA NO-MaIko OT 1 mmol HaTpuii (23 mg) Ha eHa TAONETKA 38 CMYUEHE, T.€. MOXe
Ja ce Kaxe, Je NMPAKTHISCKH He ChOBPkKa HATpuH.

ApOMATH, CBIBPKAIIM ANEPIEHH
Topa nexaperso cuabpxka apomatd ¢ Ljprrpan, d-JlnmoneH, Iepanmon 1 Jiuaanoon.
Iurpan, d-/lumonen, I'eparnon 1 JIMHANOON MOraT Aa NPHIHHAT ANEPrAIHH PEAKLMH,

Crpencrnc Mea i Jlumor chabpka 0,98 g rmokosa 1 1,44 g 3axapo3a Ha eaHa TabneTka 3a cMydeHe.
Tpabea na ce AMa NpeABAN IPH NALHEHTH CHC 3aXapeH nuaber.




ITopami cHABPXAHKETO HA IMIOKO33, NANMEHTH ¢ PAAKA rI0Ko30-TanakTo3Ha Manabcopbums He Tpabea
Za IPHEMAT TOBA IEKAPCTBO.

[Topanu CHABLPRKAHMETO HA 3aXAPO34, NAUHCHTH ¢ PCAKH HACICACTBECHM MPpobeMH HA HEMIOHOCHMOCT KBM
$pyKroza, NIOK030-ralaKTO3HA ManaGcopOITHs WIH 3aXapo30-H30MaNTa3eH neHIMT He TpsOBa 1a
TPHEMAT TOBA JICKAPCTRO.

Topamy chOBpKaHHETO Ha UHBEPTHA 3axap (Mex), NALMEHTH C PeAKH HACIICICTBeRH pobneMu Ha
HENOHOCHMOCT KbM (PPYKT034, HENOHOCHMOCT XBM FANAKTO34, TAIAKTO3EMHA WM IIIIOK030-TalakTo3Ha

ManabcopOuma ue TpabBa Ja NpHEMAT TOBA JIEKAPCTBO.

Toan nexapcTsen mpoaykr ceaLpKa cyndmy (cumanmes qaoxcun (E 220)): B peaku ciydan Moxe aa
NPHYHHH TEXKH PeaKIHH Ha CBPBXTYBCTBHTEIHOCT H GPOHXOCTIATBM.

4.5 BaammopeiicTHe ¢ IPYTH JCKAPCTBEHH NPOAYKTR K APYTH GOpME Ha B3aHMOeiicTBHE
He ca u3pecTHH NeKapCTBEHH H APYTH B3aHMONEHCTBHS.
4.6 PepTRAETET, GpEMERHOCT B KppMEHE

Bpemennocr

Makap ue 6e30nacHOCTTA Ha NIPOAYKTA MO BpeMe HA OPeMEHHOCT He € OHia YCTAHOBEHA, JIEKAPCTBEHHAT
MPOINYKT MOXKE Aa ce IpHeMa ¢ BHEMaHWe OT GpeMenmn eHn. IIpu HEOGXOMAMOCT Na ¢€ MOTHPCH
JNEKapCKH CHBET.

Knpmene

He e mzpectHo nama 2,4-JluxnopleHswioB ankoxo, AMMIMETaKpe3o] MIH TexHHTe Metabonurd ce
EKCXPETHPAT B Maif9HAOTO MIKO. Be30nacHOCTTa Ha Te3H NEKAPCTBCHH BENIECTBA IO BPEME Ma KbPMEHE
He € ycraHobeha. He Moske na ce H3KmOUH pHCKa 32 HoBopoaeHHTe/Oeberara. To3H iekapcTBeH NMPOAYKT
Tps6Ba [a ce MpIIara ¢ BHUMAHKME NPH KBPMELIH JKEHH.

DepTEIETET
Hsma pamaasm [aHEH 38 edekTa BEpXy (eprimocrTa.

4.7 EexTr BLpxy cnocofuocTTa 33 mogHpane & pafora ¢ MamuBER
Crpencunc Men 1 JInMoH He NoRHABRa cOCOGHOCTTA 3a modHpaHe B pabora ¢ MAINMHH.
4.8 Hemenann JICKAPCTBEHH PeAKHHH

CnHCBKBT Ha HeXeJTAHH NEKAPCTBEHH PeaKIMy [0-J0JY e OTHACK 38 KPaTKocpodHa ynorpeba Ha
Amunmerakpeaoun 1 2,4-JInxnopGeHsmwnop ankoxon B Ao3upoBka kato 3a OTC mpoaykr. JomeaHurensn
HEXKEJIAHH PeaKLMH MOTAT /ia C¢ HAGMOAABAT NMPH ALJINOCPOMHO JICUeHHe HA XPOHMIHH CHCTOAHMA.

B13MOoXHHTE HEXelaHH JIEKAPCTBCHH PEakKIMK, KOHTO MOraT A2 GBAaT ceep3aHH ¢ AMHIMETAKPE30] ¥
2,4-luxnopbersnnoB anKOXON ¢a MNpPEACTABEHH MNO-A0NMY, IPyNMpaHH MO CHCTeMa-OpraH Kiac
KIacHGHKAIMATA H 9eCTOTA.

YecroTara ce onpenes KakTo CaeAsa;
Muoro yectn (>1/10);

Yectu (>1/100 mo <1/10);

Hewectn (>1/1,000 o <1/100);
Penxn (>1/10,000 no <1/1,000);




MHuoro peaxn (<1/10,000);
C BensBecTHA 4eCTOTa (He MOKe a ObAe oNpeseNeHa OT HAMIHATE JIAHHH).

B oTnenHHTE rpyIM no HeCTOTa HEXEMAHHTE PEaKIMK ca IIPeACTABCHHE B HUBXOZIAIN Pell CIIOPEA CTENeHTa
Ha CEPHO3HOCT:

CHCTEeMa-0pTaH KIac YecroTa HexeJaHn peaknns

Hapymenns Ha  uMmyHHara | C HeM3BecTHA | PeakiiHM HA CBPBXYyBCTBHTENHOCT!
CHCTeMa YecToTa

Cromamuo- 1peBrn Hapymenua | C HemspecTHa | Bonkn B kopema, JWapus, rajene,
YeeTOTA JHCKOMGOPT B YCTHATA KYXMHA -

Ounucanue Ba OHpeACICHE HERCJIAHH PeakmaR

! PeakumuTe Ha CBPLXUYBCTBHTEHOCT MOTAT [ia C& MPOSBAT N0A GOpMaTa Ka OGPHB, aHTHOE/EM,
yPTHKapHA, GpOHXOCNAEM H XHIIOTOHHS ChC CHHKOI.

Crofmabpafe HA DOAO3NPAEA HEXKEIAHH PEAKIHER

CrobmaBaHeTo Ha TIOROZHPAHH HEXXENIAHH pEaKIMHM Clief| paspemiaBaHe 3a ynorpe6a Ha JEKapCTBEHHA
NpoAyXT € BkHO. ToBa MO3BONABA A TIPONLDKH HAlMONEHMETO HA CHOTHOIMEHHETO NON3A/PHCK 34
nexapcTBeHHS NpoaykT. OT MENHLMHCKHTE CIIELMATHCTH ¢ M3INCKBA 1a cHoOIABaT BCAKa NOAO3HpaHa
HEXKeNIAHA peaKiiia 9pes:

HansnHETENHA AreHIMA IO JIEKAPCTBATA

ya. ,Javan I'pyes” Ne 8

1303 Cogun

Ten.: +359 2 8903417

4.9 Iipeno3rpane

IlpeposupaneTo 6u MOIro As NPHYHHA CAMO racTPO-HHTeCTHHANEH AxckomdopT; ynotpebara Tpabea na
¢€ NpeyCTAHOBH H Aa Ce 3aNM0THe CHMETOMATHIHO IEYEHHE.

5. ®APMAKOJIOTAYHHA CBOMCTBA
5.1 ®apmMaxoAREAMEYHE CBOHCTBS

PapmaxoTepaneBTHIHA rpyua: MIpoaykT 3a repiio: aRTHCENTHEK
ATC xoa: ROZAA 03

2,4 — JTuxnopOeH3HIOB AJIKOXON M AMHIMETAKPe30/t HMAT JIOKATHH AHTHCSITTHYHHA CBOHCTBa C
anTHOAKTepHATHA, MPOTHBOrbOHYHA H AHTHBHPYCHA aKTHBHOCT. 2,4 - JmxnopOeH3HNOoB aTkoXon H
AMunmMerakpeson Gnokupar opaTHMO HHAYIMPaHHTE OT AENONSPH3ALMA HOHHH KaHANH N0 HATHH
NoJo0eH HA NOKAITHHTE AHECTETHLIA.

Korato Te3u 1Be akTHBHH BelllecTa ce KOMGHHMpPAT ce HAOMONABA CHHEPrHIHO ACHCTBHE, KOETO BOMH A0
HaMangBaHe Ha M3MIOI3BAHMTE B KOMORHALMATA 103H ITPH CTPencriic TabNeTkH 3a CMyyeHe.

AnrafaKTepRanHaTa H aHTMIrBE0MuHa aKTHBHOCT Ha CTpericunc TabneTky 3a cMydeHe ca YCTAHOBEHH NpH
in-vitro B in-vivo npoyqsasus. In-vitro aHTUBHpYCHOTO JickicTBHE cpemy 0OBHTH BHpycH Ha CTpencuic
TabneTku 3a CMy4eHe € AEMOHCTPHPAHO Clle] KOMTAKT 32 | MuHyTa. Jparorogaia

NATOrCHH, XOETO NOKA1BA, Y€ He C€ PA3BHBA PE3HCTEHTHOCT.



KnMHAYHA MpoyyBaHKa AOKa3BaT aHATreTHYHHA edext Ha CTpencuic IpH HAMaNABaHe Ha GOJIKHTE B
TBpAoTO H ofUlexyaBase Ha 3aTpyJHEHOTO NperThiiaHe ¢ HaYIo Ha HeficTHe B PAMKHTE HA 5 MHHYTH H
MIPOXLIDKHTEIHOCT Ha edpekra o 2 uaca. 3HAYMTENHO NO-roNaMo o0NeKuaBane B CPaBHEHHE C He-
nexapcTserH TaleTkH 3a CMyYeHe € NOKA3AHO MPH JieYeHue B MPOAWDKEHHE Ha 3 JTHH.

5.2 GapMaxkoKRECTHSHE CBOMHCTBA

IIpoyusare 3a GuoRANMMHOCT TpH NepopaicH pueM HA CTpenchic TabNeTkH 3a CMydeHe € YCTAHOBHIIO
OBp30 ocroboxmaBane Ha 2,4-IH0TOpOEH3WIOB ANKOXON B AMMIMETAKPE3ON ¢ JOCTHraHe Ha MHKOBH
HHBA B CJIIOHKATA 32 3-4 MHHYTH OT HAYANOTO HA CMydeHe Ha Tabnerxure. YBoABaHe Ha KOJIHYECTBOTO
CMOHKA € HAOMONABAHO N0 eAHA MHHYTA M YBENH4YEHM HaJ CTAPTOBHTC HMBA Ca CC 3aABPXKANH [0
pasrBapiAHeTO Ha TalNeTkMTe 3a OKONO 6 MHHYTH. H3mMepHMH KOMHYECTBA &KTHBHH BEIRECTBa €3
OTREIAHH 1P eKcriekTopauna aA¢ 20-30 MHHYTH chel NMpMIOKEeHHE Ha JO3ATA; HETHOTO OTAENAHE HA
AKTHBHMTE BEIECTBa NIPEATIONAra yAnDKEH NpecToil B IMTaBHLIATA HA YCTHATE KyXHHA H MBPIIOTO.

Counrrrpadckn npoyuranus ua Crpenciic TabieTks 3a cMyveHe NOKA3BaT NOCTENEHHO Pa3TBapiHe Ha
TabNeTKHTE ¢ OTNaraHe B 0OacTTA HA YCTHaTa KyXMHA H TBPJIOTO OT BTOpPATAa MHHYTa A0 2 9Jaca ciel

NPHWIOKCHHE H IBJITOTPacH CMEKYABAII APASHEHETO HA I'LPIOTO edeKT.

5.3 Mipeaxn1HBEEYER JAHEH 38 fezomacHOCT

Octpara nepopajiHa TOKCHYHOCT HA 2,4-JuxmopOeH3IUIOB anKOXON M AMIUIMETAKpe3ONn € HHCKAa K
TOKCHKOJIOMHUHMTE MPOYUBAHHA MOKA3BAT MHOTO Jieko Ou0peuno yBpexnaHe IIpH A03H B HETHPHKpaTHA

CTENeH N0-BHCOKH OT CTARNAPTHHTE.

IIpn TecTOBE 33 XpOHHYHA TOKCHYHOCT BBPXY IUTEXOBE € YCTRHOBEHO NOBHIIABAHE TernoTo Ha GuOpewnTe
H 4epHHs Apo0 cren neueHHe ¢ mepopanHW auesHn 03 or 200 u 400 mg/kg 2.4-Jpxnopbensunon
aakoxon (MHOIO Haj AHEBHHA MpHeM oT CTpenciic TabneTKH 38 cMydeHe). OcBeH ToBa ¢ HabMoAABAHO U
D0303aBHCHMO YBPEKIAHE HA CTOMAIIHNA emure. JlogBABaT ce YMUePO3HH MPOMEHH H HEKPO3a 33eJHO ¢
XHIIEpILIA3HA H XMIIEPKEPATO3a Ha eTHTENA.

In-vitro M in-vivo npoy4BaHHZ 33 NeHOTOKCHYHOCT Ha 2.4-JmuropGeH3Hnos anxoxol B AMHIMETaKPE30]
He MOKA3BAT HAIHYKE HA FeHOTOKCHYCH NOTeHEMAN Ha CTpencric B Npenopbapandte Jo3H. JaHumre 3a
FeHOTOKCHYHOCT H OBJITOrcAMIIHATA YHOTpeOa He OYAST OnaceHHd 38 KaHIIEPOTCHHOCT,

IIpoyusane 32 eMOpHOTOKCHYHOCT TIPH 3aifliy H NPOCNEKTHBHO NpoydBane HaH 6e301acHOCTTa TP Xopa
HE mokasBat TeparoreHHy ediextH. [Ipoyusanero mpH 3ajiup nokasea jumca Ha edekT BLPXY XoIa Ha
GpemennocTTa, deTamHoOTO passaTre H Mandopmaimu oT Ctpencuic B 1034 50 ITbTH HaZl CTAHAAPTHHTE.
Huma HanHYHM JaHHH 33 eeKTH BHPXY (ePTIIMTETa H NepH-NOCTHATAITHOTO Pa3BHTHE.

6. PAPMANIEBTHYHY JAHHH
6.1 CoRchK Ha NOMOIMARTE BEIOIECTBA

Bunena kucenvHa
JIaMoHOBO MacCHO

MeHTORO Maco
Xunononopo xw1ro {E 104)
Men

Teuna 3axaposa

TeuHa roxosa

6.2. HechBMECTHMOCTH




HenpunoxuMo

6.3 Cpox =a rogaocT

36 mMecena 3a 6THCTEPH, ONAKOBAHH B KAPTOHEHA KyTHA
6.4 Coenmanae ycloBHg HA CHXpaNeHHEE

Jla ce crxpansea npy Temneparypa nox 25°C.

6.5 Baa B chAbpAaEHE HA CUAKGBKATR

Kapronena xytna ¢ GiHcrepH oT T8Bpa0 amymusero domso PVC/PVDC, Moxe Aa ChOBpHKa €lMH, 1Ba
i TpH 6rcTepa. Onakoskara chabpka 12, 24 u 36 TaGneTkn 3a CMyueHe.

He BCHYKH BHIOBE ONAKOBKH MOFAT Ia GBIAT mycHaTH Ha masapa.
6.6 CoenManns npeAna3HE MepKu OPE E3IXBLpIASHE B paboTa
Hsama cnieunasy H3HCKBAHHA.

Heusnompasuar NeKapcTBeH MPOOYKT H OTIANEYHH MATEPHATHH OT Hero TpabBa Ja ce H3XBHPIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHNA.

7. IPATEXATEJ HA PAPEIIEHHETO HA YIIOTPEBA
Reckitt Benckiser (Romanis) S.R.L.

48 Jancu de Hunedoara Boulevard, Building Crystal Tower

11th Floor, District 1, Bucharest, Pymenus

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 9500006

9. JATA HA IbPBO PA3ZPENIABAHEMIOAHOBABAHE HA PA3SPENIEHHETO 3A
YIIOTPEBA

Jlara Ha nepBo paspemagane: 01.12.1995
JlaTa Ha nocneano nognoessane: 10,12,2007

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

mapr, 2021




